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Trade Name LNOPv and LNOP x Oximetry Sensors

('Couuon Name Oxienetel Sensol

Classification Name and Product Code: Oximeter (741)QA) (870,2700)
Cable, Transducer and Electrode (74DSA) (870.2900)

Substantially Equivalent Devices: Masirno SE'?7 Radical Pulse Oximeter with SatShareTM and LNOP'
series of Sensors and Cables
510(k) Number - K031330
SPO2.COM A, 1. P, N, RSI Pulse Oximeter Sensors
510(k) Number- K033298

Device Description

The LNOPx and LNOP x Oximetry Sensors are fully compatible disposable and reusable sensors for use with
Masimo SET and Masimo SET compatible pulse oximeter monitors. They represent a design change to the
Masimo LNTOP Oximetry Sensors.

The LNOPv and LNOP x disposable sensors are similar in construction to the predicate devices except that the
SPO2.COM sensors are cable based while the LNOP sensors including the LNOPv and LNOP x sensors are flex
circuit based. The emitter and detector are connected to the flex circuit. The sensors have an adhesive bandage
to allow the sensor to be attached to the patient's finger or toe. The same emitter (with Red wavelength of 658
nm and Infrared wavelength of 9005 nm) is used in .Masimos LNOP series of disposable sensors. Two sizes of
disposable LNOPv sensors are available for use with infant and neonatal patients. Two sizes of disposable LNOP
x sensors are available for use with adult and pediatric patients. The four sensors are essentially identical except
for the euitter and detector spacing and size and orientation of the bandage material The patient contacting
materials in the LNOPv and LNOP x disposable sensors are the same that is used in Masimo's SPO2.COM
sensor line. The LNOPv and LNOP x disposable sensors are supplied non-sterile for single patient use.
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Predicate Devices

FL7§ Isor ieV- Ms Predicate [NOt' Sensors
____ ____ ___ ____ ___ ____ ___ ____ _ iii .K03 1330, K033298

LNOP Mdix Adult Disposable Sensor ILNOP-Adt, SPQ2.COM A

ILNOP Pdtx - Pediatr ic DisposableSensor __ ILNOP- Pdt.-SPO2.COM P)
rLNOPv ]In Infant [)isposable Sensor L.NOP-Neo, SPO2COMI

LOP Ne -Neonatal l isposable Serensor jLNOP-Neo, SPOICOM N

Intended Use

The LNOPv and LNOP x Oxiiuetrv Sensors are intended for tile continuous tinonvasive monitoring of functional oxygen
saturation of arterial hemoglobin (SpO,) and pulse i-ate (measured by an SpO, sensor) for adult, pediatric, infant, and neonatal
patients in hospitals, hospital-type facilities, mobile, and home environments.

Technology Coniparison

The [N'OR and LNOP x Oximnetry Sensors are substantially equivalent in intended use, design, principles of'operation. materials,
and per formiance to predicate sensors and operate onl identical principles of rion-invasive optical assessment of tissue oxygenration
using emitters and detectors.

The LNOPv -and LNOP- x Oxiintetry Sensors are designed, configured. and mnanufactured for full compatibility with Masimlo SEEt
and Masinio SET compatible pulse oximeters- The LN'OPv and LNOP x Oxiimetry Sensors are constnicted of similar materials
and components of equivalent specifications as used in the predicate devices.

- ihe accuracy of the LNOPv and LNOP x Oxinmetry Sensors is equivalent to those of the predicate devices.

Performance Testing

f3,oco nipatibility

All the patient contacting materials used in the LNOPv and LNOP x Oxinmetry Sensors are the same materials that are
uased in Masinmo's SPO2COM series of sensors. lest restilts demonstrated that the materials were non-toxic, non-
irritating, and non senrsitizing,.

Eu'% ironmeoitaI Tes ting

Applicable environmetal testing per the Rev iew~ers Guidance for Prernarket Submissions - November 1993, ic.e
electrical, mechanical and env iromencrtal were per formed and all tests passed

Clinical Testint,

Clinical studies were per foit-ied using the L.NOPv and LNOP x Oxinietry Sensors oil healthy adult volwiteer Subjects
durIing motion and no motion conditions who were subjected to a progressive induced hypoxia and measurinlg the arterial
hernoglobin saturation v alue with the instruments against the arterial hemoglobin oxygen determined fronm arterial blood
samypIles "jilt a CO-O\xinieter. Clitijeal testin of theLNOIIv anidLNOP xOxinietry Senisors resuilted in aniacctitracy of
less thtan 2 2~,SpO, A,,,,,, in the range of 70%-I 00%!~ SaO, for adults, pediatrics and infants and less than 3% AR~s for
Ico nates
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Food and Drug Administration
9200 Corporate Boulevard

SEP 2 0 2004 Rockville MD 20850

Mr. James J. Cronin
Vice President, President, Regulatory Affairs/Quality Assurance
Masimo Corporation
40 Parker
Irvine, California 92618

Re: K042346
Trade/Device Name: LNOPv and LNOP x Oximetry Sensors
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter
Regulatory Class: IL
Product Code: DQA
Dated: August 27, 2004
Received: August 30, 2004

Dear Mr. Cronin:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class LIII
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (301) 594-4646. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

(:~Zuin, Ph.D.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):

Device Name: LNOPv and LNOP x Oximetry Sensors

Indications For Use:

The LNOPv and LNOP x Oximetry Sensors are indicated for the continuous noninvasive monitoring of functional

oxygen saturation of arterial hemoglobin (SpO 2) and pulse rate (measured by an SP0 2 sensor) for use with adult,

pediatric, infant, and neonatal patients during both no motion and motion conditions, and for patients who are well or

poorly perfused in hospitals, hospital-type facilities, mobile, and home environments.

Prescription Use XX _ _AND/OR Over-The-Counter Use . . 000 W

(Per 21 CFR 801 Subpart D) (Per 21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Oc of Device Evaluation (ODE)

(Division Sign-Off) ,,j
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices
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